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C DEPARTMENT OF HEALTH & HUMAN SERVICES ¢ Public Health Service

Food end Drug Administration
Rockville MD 20857

SECOND CH A RT ER AMENDMENT

COMPENSATION

Members who are not full-time Federd employees shal be pad at the rate of the Genera
Schedule 15, step 10, per day for time spent at meetings plus per diem and travel
expenses in accordance with Standard Government Travel Regulations.

This Amendment is applicable to the following Food and Drug Adminidration advisory
committees:

Device Good Manufacturing Practice Advisory Committee
Medica Devices Advisory Committee
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é DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
Rockville MD 20857

CHARTER AMENDMENT

MEDICAL DEVICES ADVISORY COMMITTEE

Purpose

The Seoretary, and by ddegdtion, the Assdant Secrdary for the Office of Public Hedth
and Sdence and the Commissoner of Food and Drugs are charged with the
adminigretion of the Federd Food, Drug, and Cosmdic Act (FFDC Adt), the Far
Packeging and Labding Act, and vaious provisons of the Public Hedth Savice Adt
The Medicd Devices Advisory Committee congss of 18 pands With the exception of
the Medicd Devices Digoute Reolution Pand, the pands according to ther speddty
aea and authorizaion, advie the Commissongr in dischaging her responghilities as
they rdae to asuring sdfely and effectiveness of medicd devices and, as required, any
other product for which the Food and Drug Adminidretion has regulaory responghility.

Authority

15 U.SC. 1451 et s2q.; 21 U.S.C. 321, 341, 342, 343-1,344, 345, 346, 348, 349,350,
350a, 351,352, 353, 353(a), 355, 360b-3601 (dl), 360bbb-1, 371, 375, 376, 378, 379,
381, 393, 394, 881(b); 42 U.SC. 217a, 241, 242, 242a, 262,264; 21 CF.R. Pat 14,21
CF.R. §330.10(a). The Committee and its pands are governed by the provisons of
Public Law 92-463, as amended (5 U.SC. App. 2), which s forth sandards for the
foomaion and use of advisory committees

Function

The Committee reviews and evduaes daa on the safely and effectiveness of marketed
and invedigaiond devices and mekes recommenddions for thar regulaion. The pands
engage in a number of adivities to fulfill the funcions the FFDC Act envisons for device
avisory pands With the exogption of the Medicd Devices Digoute Resolution Pand,
eech pand, according to its speddty area, advises the Commissoner of Food and Drugs
regarding recommended dassfication or redassficaion of devices into one of three
reguldory categories advises on any possble risks to hedth associaed with the use of
devices advisss on formulaion of product devdopment protocols reviews premarket
goprovd  goplications for medica  devices reviews guiddines and guidance documents,
recommends exemption of catan devices from the goplicaion of portions of the Adi;
advises on the necessity to ban a device and responds to requests from the agency to
review and meke recommendaions on pedfic issues or problems concemning the safety
and dfectiveness of devices With the exception of the Medicd Devices Dispute
Resolution Pardl, eech pand, according 1o its specialty ares, may dsp make el
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gopropriate recommendations to the Commissoner of Food and Drugs on issues rdding

to the desgn of dinicd dudies regading the safely and effectiveness of maketed and
invedigationd  devices

The Dentd Products Pand ds0 functions a times as a dentd drug pand. The functions
of the dentd drug pand ae to evduate and recommend whether various prescription drug
products should be changed to over-the-counter datus and to evduate data and make
recommendations concaning the goprova of new denta drug products for humen use

The Medicd Devices Digoute Reolution Pand provides advice to the Commissoner on
complex or contested scentific issues between the FDA and medicd device soonsors,
goplicants or manufecturers  rdating to spedfic products marketing gpplications,
regulatory decisons and actions by FDA, and Agency guidance and policdes The Pand
mekes recommendaions on issues tha ae lacking resolution, are highly complex in
naure, or result from chdlenges to regular advisory pand procesdings or Agency
decisons or actions

Structure

The Medicd Devices Advisory Committee with its 18 pands dhdl condd of a maximum
of 159 danding members. Members ae sdedted by the Commissoner ‘or desgnee from
anong auhorities in dinicd and adminidrative medidne, enginesring, bidlogicd ad
physdcd sdences and other rdated profesons A maximum of 122 membes shdl be
danding vating members and 37 dhdl be nonvoting members who save as
represantaives of consumer interests (18 members) and of indudry interests (19
members). In addition, there dso may be dtenae consumer and indudry
representetives.

With the excgption of the Dentd Products Pand and the Medicd Devices Dispute
Resolution Pand, as noted bdow, each pand condds of a maximum of seven danding
vating membas (induding the char) ad two nonvating members (a consumer
representative and an indudry representative).

The Dentd Products Pand ddl conds of a maximum of seven danding voting members
(induding the char) and three nonvoting members One of the nonvating members sl
be a representaive of consumer interess and two shdl be representaives of dentd
indudry interests (one eech to represant the medicd device indudry and the dentd drug
indudry). Only one represantative of indudry interests may patidpate in the pand
review of a paticular metter or gpplication unless it is a combingtion product (eg., a
deviceldrug sydem), then the representaives of both may paticpae
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The Medicd Devices Digoute Resolution Pand shdl conds of Sx voting members and
two nonvating membas  Vaoting membes ddl indude three danding voting membeas
one of whom saves as the char, and three temporary voting members sdected to provide
cossautting sdentific or dinica expatiss concaning the paticular issue in digoute
Nonvating members shdl indude a representdive of consumer interests and a
representative of the interess of the device manufecturing indudry.

With the exception of the Medicd Devices Digoute Resolution Pand, the pands dhdl be
organized according to medicd device goedidty aees as follows Aneshesology and
Regpiratory Thergoy Devices Pand; Circulatory Sysem Devices Pand; Clinicd
Chemigry and Clinical Toxicology Devices Pand; Dentd Products Pand; Ea, Noe ad
Throat Devices Pand; Gadroenterology and Urology Devices Pand; Generd and Pladlic
Surgay Devices Pand; Gengd Hospitd and Parsond Use Devices Pand; Hematology
and Pahdogy Devices Pand; Immunology Devices Pand; Microbiology Devices Pand;
Molecuar and Clinicd Gendics Pand; Neurdlogicd Devices Pand; Obgerics ad
Gynecology Devices Pand; Ophthdmic Devices Pand; Orthopaedic and  Rehdbilitation
Devices Pand; and Radiologicd Devices Pand.

The Commissone or dedgnee shdl have the authority to sdet membes of other
sdettific and technicd FDA advisory pands or committees (normaly not to excesd an
additiond 10 membas) to save temporaily as voting membas and to desgnate
conaultants to serve temporarily as voting members on the pands when, (1) expetise is
required that is not avalabdle among the current voting danding members of the pands
(when additiond voting members are added to the Committee to provide needed
expatise, a quorum will be bassd on the combined totd of regular and added members),
o (2 to comprise a quorum when, because of unforeseen drcumdtances, a quorum is or
will be lacking.

Sanding members for eech pand ae invited to save for overlgoping four-year tems A
member may serve dter expirdion of the member's terom until a Successor has taken
office. A memba may save dter expirdion of the memba’s tem only if sdection for
replacemant is dill pending with the Commissoner or desgnee

Temporay subcommittees congding of two or more committee members may be
edablished as needed to address specific issues within thelr repective arees of expatise
Ore of the vating members will be desgnated as the char. Subcommittees make
preiminay recommenddions regarding spedfic issues for subsequent adtion by the full
committee  The Depatment Committee Management Officer shdl be natified upon
edablisment of each subcommittee, and dhdl be provided information on its name
membership, fundtion, and edimated frequency of medtings
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Management and support sarvices shdl be provided by the Center for Devices and
Readidogicd Hedth, Food and Drug Adminigration.

Meetings

Medings of the full committee or advisory pand charparsons ae cdled by the Food and
Drug Adminidration as necessty. Each of the 18 pands ddl megt & a minimum of
once a year or as necessay. All medtings are hdd a the cdl of the char with the
advance goprovad of a govenment offidd, who shdl dso goprove the agenda A
govenment offidd dhdl be presat a dl medings

Because of the Sze of the Commitiee and the variely in the types of issues that it will
condder, the FDA may, in connection with a paticula committee medting, fecify a
guorum that is less than a mgorty of the current-voting membeas The Agency’s
regulations (21 CFR. § 14.22(d)) authorize a committee chater to goecify quorum
requirements.

Medtings shdl be open to the public except as detemined othewise by the
Commissoner or dedgnee Notice of dl medings ddl be given to the public.

Medtings shdl be conducted and records of the proceedings kept as required by
goplicable lavs and the Depatmentd regulaions

Comnensation

Members who are not full-time Federd employees shdl be pad a the rate of $150 per
day for time spent a medtings plus per diem and travd expenses in accordance with
Sandad Govenment Travd Reguldions

Annud Cog Edimae

The edimated annud cod of opading the committee in FY 99, induding compensation
and travd expenses for members but exduding saff support, will be $717,3 16.

The edimated person years of daff support required in FY 99 will be 167 & an edimated
anud cogt of $1,094,343. Cogt figures for subssguent years will be shown in the Annud
Report as required by PL 92-463.

Reports

In the event tha a portion of a meeting is dosad to the public, a report hdl be prepared
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not later than November 1 of each year which contains & a minimum the function of the
committee, a lig of members and ther budness addreses the dates and places of
medings and a summay of the committegs adivities and recommendaions during the
preceding year. A copy of the report shdl be provided to the Depatment Committee

Management  Officer.

Tamindion  Ddae

Sec. 14 of the Fedad Advisory Committee Act does not goply to the duration of this
committee, as dated in 21 U.SC. 360c(b)(1).

This chater will reman in efect untl amended or teminated by the Commissoner of
Food and Drugs or designee
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Ddte i;{da A. S{lyXa{m, ]é{P.A.
Senior  Asociate Commissioner




